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Welcoming Address 


By JOHN L. HARVEY 


Mr. Harvey, Deputy Commissioner, Food and Drug Administration, 
Department of Health, Education and Welfare Opened the Food 
and Drug Administration-Food Law Institute Conference in Wash- 
ington, D. C. on November 27, 1961, with This Address. 


T GIVES ME GREAT PLEASURE to add the sincere welcome o 
the Food and Drug Administration to that of Mr. Jones as we opet 
this Fifth Food and Drug Administratio1 Food Law Cor 


ference. 

You will be interested and possibly some of you will be surprised 
to know how much we have come to value these annual meetings. I 
addition to furnishing a needed avenue for free exchange of informa 
tion between consumers, industry and government, these conferences 
group 


; 


offer a unique opportunity for key representatives of each 
exchange ideas informally, and to recognize and resolve little problems 
before they become big 


Of necessitv, much of the ordinary exchange of information bs 
tween government, industry and consumers takes place below the top 


management level. There just aren't enough top managers to do all 


of the conferring that is required in today’s society. This means that 


top managers in the Food and Drug Administration must rely heavily 
upon others in the organization for information upon which to form 
opinions about top management in industry and, likewise, top manage 
ment in industry must rely upon second-hand information much of 
the time to form its views about government. It is human nature for 
a man to regard his job as the most important or at least one of the 
most important jobs performed for his company, or his department 
If he didn’t, we would not want him on the payroll. But because he 
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takes his job so seriously, it is quite possible for him to place an 
inordinate amount of importance upon any obstacles that may fall in 
the way of the accomplishment of his objectives. So we may receive 
a report in all sincerity, after some of your representatives have been 
in to talk with us about a food and drug problem, that “X” company 
is certainly hard to get along with. Perhaps you upon occasion receive 
reports from your employees about difficulties they have encountered 


in reaching a meeting of the minds in the Food and Drug Administration 


lor this reason, if no other, it is most important that the top leaders 
of the Food and Drug Administration and of industry and of consumer 
organizations sit down together periodically to talk with each other 
face to face and to determine for themselves what kinds of individuals 
they are dealing with. For our part, we have been gratified to find 
that the key industry leaders who attend these conferences and tall 
with us during and after, are, in fact, just people, and in most cases 
quite reasonable people at that. And I know that some of you have 
been surprised in past years after talking with us to find that we art 
just people, too, and a bit more reasonable than you might have thought 


In view of the heavy legislative program that the Food and Drug 


Administration has had for the past few vears and the likelihood of a 
‘ 


heavy legislative program to continue, it is important that we know 


= | 


1 


each other and that we feel free, top management and top legal counsel 
of our various organizations and agencies, to exchange ideas informally 
and search for points of view that give good consumer protection and 
are not destructive of either government or industry. We are satisfied 
that this has been possible to a greater extent in recent years than 
before and that the result has been due to a significant degree to the 
background being laid at annual conferences such as this one 


~ 


But we don't want to stop with better communications between 


top managements. We need better communications and better under 


} 


I] lown the line to aid in law compliance and t 


standing all up and « 
allay unfounded fears and suspicions. To meet this need, we have 
strengthened our Division of Public Information so that it is able to 
supply helpful facts in response to consumer inquiries and to supply 
greater informational service to the trade. We have expanded the 
consumer consultant program which was described at last year’s con 
ference. Among other things, our consultants have held a series of 
FDA-consumer conferences in 16 of our district offices. We have 
formed a Public Service Advisory Committee comprised of represen 


tatives from major consumer organizations of the nation. We have 
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cosponsored with the American Medical Association a National Con 
gress on Medical Quackery which should lead to more effective regu 
lation of quack drugs, fake devices and worthless or misrepresented 


nutritional supplements 


Lest there be some misunderstanding, I would like to poimt out that 
we are not planning to substitute education for regulation where 
legal actions are necessary. We think education and better communi 
cations can result in greater law compliance but our experience ind! 
cates clearly that there are some situations which cannot be corrected 
soon enough or adequately enough without resort to the formal san 
tions of the law. We will still seize bad lots of merchandise. We will 
serious violation We will 


still seek injunctions to restrain continuing 


still bring criminal actions where the nature of the crime appears to 
demand them. But we are going to make a sincere effort to make it 
possible for every regulated firm to have a clear understanding of what 
the law requires and have a clear guide to the steps he may take 

| 


meet the requirements of that law fully and without 


threat of formal legal actions 


We welcome each and everyone of you and t that you will 


find these two days of meetings to be most worthwhil [The End] 
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The Federal Hazardous Substances 


Labeling Act 


By JOHN L. HARVEY 


Mr. Harvey, Deputy Commissioner of FDA Presented This Address 
Before the 1961 Joint National Conference of the FDA-FLI. 


A’ THIS CONFERENCE Ik: vear Assistant Commissioner Wir 
ton Rankin presented ; rief look at the Federal Hazardous 


Substances Labeling Act ‘ described some of its provisions, some 
of its background and predicte implementing regulations would 
be issued shortly for the Jo01 guidance of government and industry 
It would seem appropriate t a progress report under 


this important statute 
late of February 1, 1961, un 


prior made that conditions exi 
which necessitate ing of additional periods of time 
compli: f 18 months or until February 1, 1962. As 
neared it became obvious that much 
mained to be fore extended until August 1, 1961 
ipplication of the sanctions of the statute except as applied to extremely 
Hammable and flammable substances (other than solids and those in 
pressurized containers) and to substances which were highly tox 
The statute itself 1 ‘cific tests to be applied to determine 
whether } three definitions, and therefore 
there the part of any manufacturer 
vhether classify. The other kinds of 
hazardous itants, corrosives, strong sensitizers, flam 
mable solids and conte of self-pressurized containers and _ th 


se 


which generated pressure were not precisely defined in the statute 


ind needed defir lation 
The next significant development was the publication of propose 
\pril 29, 1961. We had n 


definitive and terpretive regulations on 


] ’ 
delusions that our proposed regulations would receive no comment 
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but we were not prepared for the deluge of comments we did receive 


the assumption that these regulations were not really proposals but 
ication of what would be finally issued as the rules 


( t 


Surprisingly, many quite critical comments were apparently based o1 


were a prepul 
under which everyone must play Few proposed regulations have 
elicited so much of this kind of response as did these Many tl ughtful 
and very ful suggestions were received. Pleas were 

many tha vey wished y to be further he 
which is not authorized 


demanded a publi ‘aring, wh 
\ meeting wi re held on July 


Ty11 
ul 


rchase 
se naturally 
the purcl 
st possible 
t which she 
it with the 
take care 


r marketed 





An article labeled and marketed solely for industrial use does not 
become subject to the act because an industrial worker may misap 
propriate supplies for his own use. No change that would allow 
janitorial supplies to be exempt from warning labeling was made 
\partment houses, even those allowing adult occupancy only, are 


not immune from lively and curious children. 


Statute Definition of Highly Toxic 


The statute defines highly toxic by ingestion as a product which 


will produce death in half or more than half of the group of laboratory 
white rats when fed with a single dose of the substance at a rate of 
50 mg. per kilo of body weight. They did not provide similar guidelines 


for a product which would be “toxic” but not “highly toxic.” 


Our scientists advised us that for the adequate protection of 
public health the definition of toxic by ingestion should cover those 
products which would produce death in half of the animals tested 
in a single dosage up to 5 gm. per kilo of body weight. The regulations 
proposed this level and we found it to be a very controversial point 
It was stated by many that the 5 gm. per kilo rule would bring under 
this statute 75 per cent of the products now used in the household 
\ general cry of “over-labeling” which would defeat the protective 
purpose of the statute was heard. We again asked the advice of our 
panel of scientists and pointed out to them the arguments put forth 
to reduce this definition to a one or two gm. per kilo rule. They advised 


{ > gm. pet kilo point tor the definition of toxic, insisting 


otherwise would eliminate from coverage many products 


actually hazardous They further advised us that there 


were a substantial number of products in the LD... dosage range 
between 500 mg. and 5 gm. that presented no practical hazards. They 
recommendes seriously consider exempting such products 


~ 


from the re abeling. I will discuss for a few minutes our plans 


Our oposal p ibly did not make entirely plain the fact that 


human experiet m the final product was actually the test, whether 
such experiet owed greater or lesser hazard than would be 


indicated by any statutory or empirical test applied. We quite willingly 
adjusted the language of ion 191.2 to indicate this view 

The best and practically the only source of information as to 
poisoning incidents that were occurring was the National Clearing 


House for Poison Control Centers and the individual centers them 
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selves. Our original survey of these, disclosed a group of substances 
which were responsible for most of the poisoning incidents due to 
products which would be controlled by this statute. These products 
were carbon tetrachloride, diethylene glycol, ethylene glycol, kerosene 
methyl alcohol and turpentine. It was therefore proposed to call these 
substances and mixtures containing them as “highly toxic” substances 
and to require the strongest kind of warning labeling for them. To 
this proposal we received voluminous comment to the effect that the 
designation “highly toxic” denoted a dose weight relati ip which 

not exist ) he named i! ! ‘Ss We pl 


efore our panel 


he sides being scientil 
. > 


al problems involved 
They ; that t term “highly toxt 
dose/weight li 1 p an hat ne of the named substances 
qualified 
each of l 1 di ave cial 
health 
and specihed 
required such 


substantial changes 


Label Placement 
Phe regulation ling with label placement 
if type size for some « l ‘ ling Statements 
ment from indu from consumers 
(Jur origina 
labeling be 1 
that anvor indling the product wot 
there w al ‘Iv no authority 
the placement of the w ig labeling that 


manufacturers could | guided by the requirement “1 


“conspicuous -w » told that the proper place for 


statements ws n the pane! including the directions fo 
yasis that 1 int immediately before the pr 

that the user needed the prot ive information 
We were persuaded that many of the arguments on product and 
trademark identification and product appeal had validity. We were 
not persuaded that warning labeling should not be c icuous at the 
time of purchase This matter was resolved, and we believe reasonably. 
by requiring on the main panel the signal word, a statement of the 


principal hazard or hazards and directions for reading carefully the 
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other warning labeling located elsewhere on the label. The remaining 
label requirements grouped together with the exception of the name 
of the manufacturer, packer, distributor or seller, may appear else 
where. Our type size requirements were reduced. Minimum sizes 
are specified but in general requirements are that the type size shall 
bear a reasonable relationship to the other printing on the label 


The last matter dealing with the regulations that I would like to 


discuss deals with the methods specified for determining whether a 


Yy 
product is hazardous because it is toxic, an irritant or Corrosive Con 
siderable comment was received on this subject on the basis that we 
should not specify the particular method that would have to be used 
The commenting scienti in particular desired professional leeway 
\dministratively » found ourselves unable to yield to this request 
We have no objections whatever to anvone using any method they 
desire to arrive at th inion as to whether a product is a hazard: 
substance under thi atute. We did feel compelled to go on rec 
with the method that the g rnment would use on their products 
make such a determinatio1 We desired to prescribe a 


reproducible method aga which we or anyone can test produ 


ind determine if they meet the definitions Latitude on meth 


» be used unspec! 
tute would incl 
methods 
bject to improvement both 


industry to help 


be legally exempted fron 


rdous Substances Labeling 
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is not a licensing statute. Therefore, thers 
pulsion for mat 


; 


t a product with the | 
\dmuiunistration 


i ) what the FDA thinks al 
decid} gO ’ | | 


a y ie law places this responsibility « 
If 


a product which he cor 


1use substantial pers 


customary 





further exemptions of partial or complete warning labeling. There will 
be no publication of those whose petitions are denied. We hope, in 
those petitions that are granted, to issue exemptions on the broadest 
possible basis rather than on individual products where the facts 
warrant. The act is scheduled to go into full effect on February 1, 
1962. Congressman Kilgore, as you undoubtedly know, introduced 
a bill, just before the adjournment of Congress, designed to further 
extend the discretionary powers of the Commissioner to place in 
abeyance provisions of the statute as they apply to specific kinds of 
hazardous substances and packages thereof. The Department of 
Health, Education and Welfare has not as yet taken a position on this 


legislation. I would not like to predict at this time its outcome. | 


would strongly recommend that all manufacturers of products which 
come under this statute initiate or proceed with their label 

to bring their du int iance. It would be 

for us, even if the extensi oislati is passed, te 

further extension to prod vhose labels have not been 

all as those which be: e \ ing labeling within the spirit 


the letter of the law 


Labeling law ¥ I beling laws are not new to the 


Food and Drug } I ave never followed a policy 


I l 


of initiating a vis nu ling and entorcement campaign against 


technical violatio ot Lm) rule le »* no reason why 


policy should be aband: 1 > case of the February, 1962, efte 
date of the Federal az us abeling Act. We 


however, formula an enforcement campaign 


which will of course take to considera 
tion not onl: ve degree of hazard the product presents but the warn 


ing labeling it might already have 

the consumer interest 
vas brought a t | » of a ig increase in poisoning 
incidents or the result of b ‘r reporting of them. We hope that 
through the cooperatior | industries we can make some progress 
in reducin: iffici v 1 deaths due to isonings from household 


substa 


gains in this 


i « 


[The End] 
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Legal Problems Arising Linder the 


Federal Hazardous Substances 
Labeling Act 
By WILLIAM W. GOODRICH 


The Author Is the Assistant General Counsel for Food and Drugs 
in the United States Department of Health, Education and Welfare 


| pithy ences \ CHALLENGING ASSIGNMENT to discuss 
about 20 minutes, the legal problems that arise out of the Federal 
Hazardous Substances Labeling Act 

In a sense 1 ould be quite an eas} rb isis anew law It 
has not yet been before ; ourt for interpretation My opinions 
therefore, may b c] d without the inhibitions of any court opi 
ions that may not 

But many of th rOvVIsiol this new law are not illy new at 
all They we lrawn directh om the Federal od, Drug, and 
Cosmetic Act ith whi ve hi lived rather closely o1 more than 
20 years. Judicial guidance to the meaning 
able in a great man! porte lecisions 
procedures. Congress has provided are to ‘d into the over-all 
scheme of the Administrative Procedure ow about 15 
years old 

When we reviewed the extensive legal arguments filed with the 
comments on our proposed regulations, we were given to understand 
that many—if not most—-of our proposals were plainly 
yond our authority 
Nonetheless, the regulations have been finalized \rguments 


over their validity will have to await the eftective date of the enforce 
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ment provisions, and any legal actions we may bring on the basis of 


the legal views which underlie the regulations. 
We think it is rather clear that a// of the regulations are not illegal 
For example, there were many complaints about our regulation pre 


scribing when the required cautionary information must be on accom 
all written, printed and 


This regulation says that 


panying labeling 
the hazardous substance 


graphic matter which accompanies 


and which has any directions for use, is | 
by the law This concept 


distributional pattern abeling 
which must bear the information required 

all. It is an adaptation of three Supreme Court 
in 1948 under the Federal Food, Drug 


ions In Cases decided 


Cosmetic Act 


Front Panel Label Placement 


controversial 


placement 


mparable 


the 1 a 


mite rpre | 
] 


fore e 


that n 


a imptior 
support And 


t) 


with the require 

requirements of the 
that the 

MBER. 1961 


\l DECI 





were not written by a “moving finger of fire,” and that they can and 
will be modified when sufficient reasons are advanced. Until they are 
however, they represent our best judgment of what the law requires 


and how the requirements may be fulfilled. 


There is in this new law, in addition to the authority for the 


initial interpretive and procedural regulations, authority to make tt 
specifically applicable to certain products, to pres¢ ribe special labeling 
for special hazards, to name the strong sensitizers and to prescribe 


tests for flammabk lids and the contents of self-pressurized containers 


The only ign ‘ legal point that needs to be mae 
large an audience is that | ne class of these important 
is bound up with special hearing procedures and judicial 
Whenever the Secretary, to avoid or resolve uncertainty 


make a specific substance subject to the labeling requireme: 


t, he must proceed by formal rule-making procedures c: 


to the food additive procedures But in requiring 


Te" 
~ } 


labeling, in granting exemptions for small packages an 


and indee in all othe rlant respects the de} 
ren ’ a | | 

subject to the procedures for f al rule making 

in these areas will have t me, we believe, in 

tions—in seizure, injunction, « riminal actions broug! 


ible 


branded packages or agall ‘rsons responsibDtit 


any of the prohibited act vith respect to mi 


hazardous household s1 


" 


The legal probl t st in the minds « an) how this 
law, which become full cti on February ill » sub 
stances prepared ager upped, or held for 


tive date 


Congress hi; aid at no penalty or condemnati 
forced for any violation of this act which occurs before its effecti 


based on t 


date. This, of cours« les prosecution or seizure 


current shipments of most misbranded packages. But thers 
reason why articles which are misbranded and are held for 

shipment in interstate commerce cannot be proceeded against, 
least by seizure and condemnation mce the effective date has passed 
\nd an article is in the “held for sale” status, through all of its intra 
state sales until it reaches the ultimate consumer. Even if the article 
were condemned, it would not necessarily have to be destroyed, be 


cause the law allows it to be relabeled to be brought into compliance 
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Mr. Harvey has discussed the problem of proposed extension 
legislation, as well as the probable administrative attitude on enforce 
ment after the effective date. There is no need for me to comment 
beyond the point that the law gives the department adequate discre 
tion to plan and execute a sound enforcement program, without wast 
ing its efforts on the less significant or even the less compelling 


violations. 


\t the same time, it should be said that this law extends its pro 
tection to substances which are repacked from bulk containers into 
smaller containers for sale to the householder. In this sense, it is 
important to the local retailer, as well as to the manufacturer and inter 
state distributor The kerosene we buy for our fire lighters and the 
gasoline for the power mowers will be in misbranded packages if the 
appropriate warnings are not provided by a stick-on or other suitable 
label. It is prudent to plan now—if you have not al 


for the earliest possible compliance. The high purpose of the law 


ready planned 


requires it, aside from any question of extension dates and discretion 


in enforcement 


Factory Inspections 


One final legal point is worthy of mention. It is what authority 
the Food and Drug Administration has to make factory and other 
establishment inspections 


The statute follows the 1952 amendment to the Federal Food, 


Drug, and Cosmetic Act. But its legislative history is not burdened 
with questions and doubts that arose in 1952. It is reasonably clear, 
from this history and this language, that the inspectors are entitled to 
enter and to inspect to all reasonable extent in light of the purpose of 
the statute to determine whether hazardous household substances are 
being prepared and properly labeled for interstate distribution and for 
sale after shipment in interstate commerce. The inspection is not 
confined to the finished articles as packaged for sale or other distribu 
tion, nor, we believe, to manufacturers who have decided that thei 


products are subject to the new labeling requirements. 


Factory inspection is new to many firms subject to this new law 


But it is the only really feasible method of enforcement It is a 


planned operation of routine surveillance. It is not a quasi-criminal 


proceeding such as a search warrant \nd it has educational and 


preventive effects, as well as enforcement values 


PAGE 718 FOOD DRUG COSMETIC LAW TOURNAL—DECEMBER, 196] 





We have heard arguments that firms who decide for themselves 
that their products are not subject to the law may refuse to admit the 


inspector and to provide him the requested opportunity for inspec 
tion. The validity of such a position will have to be litigated, if it is 


maintained. We are determined to exercise all reasonable efforts to 


effect full and reasonable compliance with the labeling requirements. 
We do not accept the idea that the manufacturer's say-so that his 
articles are not covered by the law forecloses inspection 


spec tions to 


think it is pretty well established that 1 


Indeed, we 
subject to the law is a part of 


determine whether articles are 
proper concern. Investigations to determine whether persons are 
are as much authorized as are investiga 


subject to a regulatory law 
has been violated. The Supreme 


tions to determine whether the law 
Court has made it clear, we think, that an administrative agency “may 
take steps to inform itself as to whether there is a probable violation 


of the law.” It is not necessary that the agency be prepared to charge 


a violation of the law before it can exercise a delegated investigative 
function. Any such interpretation would defeat a major purpose of 
the law to prevent fi rreseeable accidents 


h factory inspection has convinced us that it 


Long experience wit 
sed without unduly interfering with the 


can be, and 1s, fairly exerci 


manufacturer's business. His trade secrets are protected by the crim 


inal provisions of this statute \nd inspection is the very keystone to 
compliance and preventive enforcement in the public interest. We 
and possibly affected 


hope we will have cooperation from the affected 
f the new law 


industry as we proceed to the administration of 
We are sure there are many other legal problems that concern 
some or many in this audience. We will answer questions on tomor 
row’s panel, but we want it known the Food and Drug Administration 
Il times to assist in working out any problem that 


[The End] 


stands ready at a 
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Scientific Aspects of the New Act 


By DR. E. WILLIAM LIGON, JR. 


The Author Is a Pharmacologist in the Division of Pharmacology, 
Bureau of Biological and Physical Sciences of the FDA. In His Address, 


E. William Ligon, Jr. Outlines Some of the Considerations Involved in 
Collecting and Applying Biological Data in the Areas Covered by the Act. 


you seven different properties 


1)‘ BANES HAS LISTED for ) 
sul which m render these hazardous. If these are 1 


stances may 

containers 11 for household use and are c: 

producing in in an istomary or reasonably foreseeable 
nal ble ingestion by children, they 


Hazardous Subst 


itant. corrosive 


of the consideratio 


and al data to these areas 


[ would like to remind you that 


these however. 
rs almost fantastically complex and varied 
Based upon our review of factory inspection repo 


information submitted voluntarily by manufacturers 


f Pharmacology estimates that there 


ce, the Division of 
d 600,000 products in the field. About one-third 


250.000 ar 

lie outside the act, and somewhat smaller number 
vell within the scope of the act. It is with the rather 
lems he 


ntermediate group that our greatest prob 


Determination of Toxicity 


Let us look at some of the problems associated with a determina 
tion of whether a product is “toxi The statutory definition 1s 
t precise. Any attempt to define the break-po 


int 


distinctive but no 
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in terms of a specific quantitative value inevitably brings problems 
Regardless of the level of toxicity which is chosen, there will be some 
products which do not fit the pattern. There will be some which are 
positive or within the critical value, and yet which do not require 
all of the elements of precautionary labeling specified in Section 2(p) 
(1) of the act. There will be other products which are outside the 
critical value, and vet which either have special hazardous properties 
not recognized by the definitions, or which have properties which 
make them unusually likely to be misused or used without reasonable 
care. Thus in applying the 5-gram rule for evaluating toxicity by 
ingestion we expect to be able to exempt many such substances as 


neutral soaps: light, fluffy, essentially neutral washing powders 
; £ ] 


certain thick, viscous adhesives. On the other hand whet 
and related petroleum hydrocarbons, most of which are 

5-gram rule, are taken in by mouth they oft 
gagging or vomiting, and the chemical may enter the tra hea. Severe 
chemical pneumonitis may result and because of this special property 


nda high incidence of adverse human reaction we have listed ker: 


sene and products containing it in paragraph 191.7 and have prescribed 
special labeling We would anticipate that a number of kerosene 


containing products can be shown not to produce this eft 
because they are thick, viscous mixtures and cannot 
because the hydrocarbon 1 bound or emulsified 


lining of the lung even if aspirated 


spread ovel the 
ntifreezes do ni all within the 5-gram rul 


and glycol g 
data, but because of the strong tendency for some peo 
any alcohol, including methanol, and to think of 
“alcohol,” we found it necessary to list these also 


] } 
habe y 


and prescribe specia 

Tox by Ingestior as desi ribed abe ve. 1 woe ) a 100 fold 
7 - 1e ‘ p <6 } ; ‘ 
factor as compared to the statutory definition of “highly toxic,” but 


with substances toxic and potentially hazardous by absorption through 


the skin we felt we could cover most of the practical hazards by 


application of a factor of ten, since most household aids can be more 
readily removed from the skin as compared to removal from the stom 
ach. Even here, however, when special hazards are recognized—as 


special ability which benzene has of producing abnormality 1 
od forming ti we will need to require statements warning 
ntact even for pr ducts whose lethal dose is above two 


against skin cont: 


grams per kilogram. 
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Toxic by Inhalation 


With products toxic by inhalation, we have again used a factor of 
100, and we believe this will work no hardship on the industry. It is 
quite obviously necessary to consider as hazardous any volatile solvent 
which readily attains a concentration in air which would be lethal 
on relatively short exposure, and a factor of 100 is necessary in order 
to cover most of these. We recognize that for many or even most 
substances an air concentration of 200 milligrams per liter is unattain 
able, and we remind you that testing need extend only to those air 
concentrations which can be anticipated under customary or reason 
ably foreseeable use. Fortunately, industry has a great deal of infor 
mation on the volatile solvents, both from the laboratory and industrial 
health standpoints. Information on irritancy, corrosiveness and sens! 


tization, however, is much less readily available 


We have defined “irritant” on a two-fold basis—human experience 
and laboratory data. The laboratory test on rabbits is one which has 
been repeated thousands of times by our staff, and the empirical score 
of five was chosen to serve as a basis for requiring the signal word 
} 
| 


‘ ] 


“irritant” only in the | 


abeling of those substances with a substantial 


probability of producing injury if left in contact with the skin. The 
test for irrita eye is intended to require warnings about eye 
contact only on those substances which can be expected to produce 
relatively severe or permanent injury if left in the eve for an appre 


ciable period of time 


Corrosive 


on the basis of human experience ot 


as lying beyond the scale on the rabbit skin irritancy test. By listing 


in paragraph 191.109 we have extended, for the time being at least 


the definition of corrosive as implied in the Caustic Poisons Act, for 
those substances named therein. This was done with the full under 
standing that a number of these substances will be found to be cor 
rosive at lesser concentrations than those listed, and will therefore 
require labeling at these lower concentrations 


We have not attempted an empirical definition of sensitizer at 
this time, but will expect to list additional substances in paragraph 
191.6 as the information comes to our attention, 

This act places upon the manufacturer a statutory requirement 


that he know the nature of his products and their hazards, but does 
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not require that he bring his information to us. Since the burden of 
proof that a specific product is in violation appears to rest with us, 
it is essential that we gather a tremendous mass of information in this 
field. In addition, many consumers, or consumer groups, and many 
merchandisers, including a fairly large number of manufacturers, come 


to us for opinions as to the adequacy of labeling for their products 


I believe most of the necessary information on toxic properties 
and hazards of volatile solvents is available in the files of the basic 


manufacturers, and much of it has been published. Much of the needed 


data on a large number of chemicals is likewise available in the files 


of basic manufacturers, but little has been published. I su 


relatively little 1s known about formulations and mixtures 


areas. It has been particularly distressing find so 


1 
+? 


about dyes and coloring materials 1 ener: It is likewise discon 
certing to examine specifications of petrochemicals and find so many 
are described primarily as to performance with little or no attention 
to toxicological data 

I close with this general comment. The problems are complex 
Many data are available, and many more must be gathered. Each bit 
of data voluntarily st ied to us will reduce our task, and will hasten 
the possibility of building a pattern of labeling which will fulfill the 


requirements of the Federal Hazardous Substances Labeling Act for 


the protection of the consumer [The End] 
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The Federal Hazardous Substances 
Labeling Act: 


Scientific Considerations 


By DR. DANIEL BANES 


Dr. Banes Is the Assistant Director of the Bureau of Biological 
and Physical Sciences of the Food and Drug Administra- 
tion. In His Address He Explains That the Effective Execu- 
tion of the Law Depends Ultimately Upon Scientific Criteria. 


— DISCUSSION OF THE LAWS enforced by the Food 
4 and Drug Administration must eventually deal with scientif 
considerations. The Food and Drug Administration always has been 
unique among law-enforcement agencies for its thoroughgoing re 
liance upon scientific criteria in judging whether a given article, by its 
properties and actions, violates the provisions of the law. The effective 
execution of the Federal Hazardous Substances Labeling Act, like 
that of the older laws which we administer, depends ultimately upon 
objective scientific criteri 

The act enumerates seven different categories of hazardous 
substances: (1) articles which are toxic through ingestion, inhalatior 
r absorption through any body surface, (2) corrosives, (3) irritants 
(4) strong sensitizers, (5) articles which are flammable, (6) substances 


~ 


which generate pressure and (7) radioactive substances. However 
these terms, although distinctive, are not scientifically precise, and 
t is necessary to define them concretely, on the basis of empirical data 

ance, what is the exact meaning of “toxic”? Any substance 

toxic under some conditions—even oxygen or water or sal 
The law itself describes tests with laboratory animals to determine 
what substances should be considered highly toxic. But when its a 
substance “‘nontoxi and therefore exempt from the requirements 


of the law? 
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In order to evolve a clear definition for “toxic” which is discrimi 
nating enough to serve as a meaningful basis for law enforcement, w 
must accumulate a mass of indicative pharmacological and chi 

\nimal testing and a study of the incidence of adverse 
in human beings are similarly the touchstones for determini 
a substance is corrosive, or is irritant, or is a strong sensitize 

our Division of Pharmacology and our Bureau of 


been assigned the responsibil 


itv for developing and coor: 
resear 
categories of hazardous su 
and radioactive—depend upo 
ii al data, to provi le 


i substanc e€ as hazard 


Radioactive Substances 


ces include any materials which en 
atter through nuclear decompositi 
material and related substar 
\tomic Energy Commisst 
rdous Substances Labe 


oOactive al ‘TIAIS now ] 
regulations of the AK(¢ 


he dangers inherent in 


few radioactive 


generate i group article now l aero 


lispensers” or “self-p1 Irize ntainers.”” The used container hold 


the residual opellant would explode if consigned to the incinera 


considered reasonably fore 


he regulations issued pursuant 


as hazardous substar 
self-pressurl . Ls ‘ll as products which evolve 
when heated slightly and subsequently blow out their stoppers, ot 


inecrs, OT exp! de Hypochlorite bleaches ] ive 


this type. Unstable materials which may 
explode readily, such as blasting agents containing ammonium nitrate 


is a constituent, or firecrackers, which do explode when ignited at a 
w temperature, also may be classified as “pressure-generating haz 


ardous substances. 
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In considering the tests devised to differentiate between highly 
flammable, flammable and non-flammable substances, we are faced 
with a striking contrast when we compare the treatment of liquids 
and solids. The law itself specifies the test, apparatus and analytical 
criteria which characterize highly flammable and flammable liquids. 
In brief, the method determines the temperature at which the heated 
liquid catches fire when exposed to a small flame. If the temperature 
of the flash point is at or below 80° F, the liquid is flammable; if it 1s 
at or below 20° F, the liquid is highly flammable. 

These directions for testing liquids are lucid: the test can be 
applied uniformly to all substances in the liquid state; and the results 


are clear-cut and reproducible 


Testing Solids for Flammability 


With respect to solids, the law states that flammability shall be 
determined by methods found by the Secretary to be generally appli 
cable to such substances. Since solid substances for household use 
may exist in a varie § shapes and forms, ranging from the fine 
les in a cleaning powder to the vast expanse of a mammoth 


| 


granu 
plastic swimming pool and beyond, it was widely predicted that the 
Secretary might find it difficult to devise a single method applicable to 
all of them. This prediction proved accurate. The tests described 

the regulations specify a different preliminary treatment for the var 
ious forms of solids. Granules and pastes are packed into a metal 
boat for testing; pliant solids are provided with a firm support; and 
large, rigid substar are permitted to stand trial in their natural 
condition n ea instan a roughly standardized candle flame is 
ipplied to one end of the prepared sample for a short time and when 
the sample ignite ’ ate of combustion along the major axis 1s 
determined ibstance is adjudged flammable if it catches fire 

temperature and burns briskly 

Hammabilitv of solids does 

would demand 

feel that 


and above all, honestly 


whether or not a solid substar is flammable he actual performance 


f the test a \\ a Vi in the « nforcement of the Hazardous Sub 
stances Labeling Act will determine in short order whether 


confidence in i ‘ l ul other physica nd chemical tests, is well 


founded [The End] 
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Laboratory Developments in the 


Division of Food 
By DR. HENRY FISCHBACH 


In This Speech Dr. Fischbach Discusses the Organization and 
Operation of the Division of Food, Bureau of Biological and Physical 
Sciences of the FDA. He Is the Director of That Division. 


\M SURE that this audience is fully conversant with the Federal 

Food, Drug, and Cosmetic Act and keenly aware of the amend- 
ments of the past seven years. This morning I will discuss briefly 
the Division of Food—its organization and operations as they reflect 
the broader responsibilities of the Food and Drug Administration and 
particularly those delegated to this division in the last few years. As 
these activities unfold, note that research methodology frequently 
holds the key to some of our more perplexing problems 

Generally, we in the Division of Food apply the physicochemical 
skills toward meeting our responsibilities. Our role is to develop and 
evaluate scientific facts which aid the Office of the Commissioner in 
reaching sound and meaningful decisions. The work of the division 
falls into three broad categories, which are best delineated by the 
names of the three branches: the food research brand, the pesticides 
branch and the food additives branch. To give you a better under- 
standing of the inner workings of this division, I will describe briefly 
the functions of each group and, in passing, cite a few examples of 


1 


recent laboratory developments. 

The main functions of the food research branch involve food tech 
nology, the decomposition of foods and the composition of foods. My 
time today permits only passing reference to food standards. Most 
of the technical aspects associated with food standards are evaluated 
and developed by the food technologists in the food research branch 

In the field of food decomposition this branch has developed 
chemical indices which are unique to the detection of decomposition in 
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such foods as dried and frozen eggs, dairy products and fish. For 
several years various authentic packs have been prepared and studied 
for chemical criteria which would differentiate between sound and 
decomposed foods. Within the last year several seizures of decom 
posed fish and eggs were made on the basis of chemical criteria. When 


these seizures were contested, the courts found tor the government 


~ 


Food Composition 


Investigations on f: at ils are typical of our work on food 
composition. Several years ago we learned that abused cooking fats 
resulting from prolonged heating at high temperatures, were toxic to 
laboratory rats. We initiated a project to study the fate of edible oils 
subjected to varying conditions of time and temperature. Shortly 


afterward, we were confronted with the spectacular outbreak in 


poultry popularly referred to as the chick edema disease. Sines 


1 1 


f you are familiar with this project, I will merely say that the 
il isolation a le attempt to identify the chemical 
toxic component and are being done in = 
nutritional and pharm i 

ision of nutrition a the division of pharmacol 

a specification w levelope ich forbids the 

ds ut v are free of the chick edema factor 

‘dure developed 

division of nutrition wl 1 involy a three-week chick assay 
food research brancl v developing a physicochemical 
cedure which will reel ot the commercial fatty 


more quickly thar 


lopment 
‘veral years we 
entering t 
ports and masquerading 
the “red snapper.” During 
to explore several laboratory approacl 


\t the AOAC meet; 


1 
I 


ng it October 


early distinguishes be 


. procedure which « 
tween various fish species used in frozen fillets. The reliability of this 
technique was demonstrated in a collaborative study and the method 
was adopted this year by the AOAC The technique is a starch gel 


zone “electrophoresis This terminology is meaningful to the scier 
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tist and simply identifies the laboratory technique To establish the 


authenticity of our starting materials, various species of whole round 
fish were submitted to the expert ichthyologists of the Smithsonian 
Institution. The various samples so identified were then subjected to 
the test. The technique requires little analytical time and rel | 


expensive equipment To date 


7 


the procedure has beer 


that the Smithsor 


itself, intends to use 


proach for some ation procedures. Fro 


standpoint, the F l ar Drug Administration already 
mated several sei in the Gulf Coast area where it w 
for “red snappe 


] 


aboratory tov 


ry 


cle Vi 
another bre akthroug 
is procedure 


this ipproa 





when compared to other recent instrumental advancements. As a 
matter of fact, we can determine picogram quantities of some sul 


) 
stances. A picogram is one trillionth of a gram, and there are 453 


grams in a pound. Further, by this technique, we are hopeful of 
developing procedures which will require less time for the analysis of 


tiny amounts of residues in foods. 


Passing quickly to the operations in the food additives branch, 
again we have a small unit of competent chemists to handle the tech 
nical aspects of food additive petitions except for safety, which again 
is the obligation of the division of pharmacology. I should say that 
those aspects which might involve microbiology or nutritional expert 
ness are handled by the division of microbiology and the division of 
nutrition. Generally, the direct food additive petitions are processed 
by the coordinated effort of the technology experts in our food re 
search branch and food additives branch. The remainder of the pro 
fessional talent in the food additives branch is devoted to necessary 
laboratory work in the area of inadvertent food additives. I believe 
you will be interested in two recent developments in this phase of the 
work. In one of the early food additive petitions, we were confronted 
with a request for a tolerance of 200 parts per million of mineral oil 
in quality cuts of meat. The residue of mineral oil stemmed from the 
use of a new packaging process Although the initial deficiencies in 
the petition regarding the fate of mineral oil in the body of man re 
quired some additional data from the petitioner, another unexpected 
problem had arisen with respect to petroleum by-products. Other 


investigators had raised the question of possible polynuclear contami 
Ss ! J 


nants in mineral oils and waxes. The term “polynuclear” is a generi 
designation used by the chemist and refers to some thousands of chem 
| lv few have been condemned as 


ical compounds. Of these relativel 
carcinogens. Consequently, we requested the petitioner to furnish an 
adequate specification for mineral oil to assure us of the absence of 
the carcinogenic type of polynuclear compound. We found the spe 
cification as submitted to us inadequate for such assurance. Since 
then, the industry and ourselves have explored various physicochemi 
cal techniques to satisfy the need for suitable specifications and 
methodology. Without burdening you with the research details, I am 
happy to Say that at the AOAC meeting a few weeks ago we unveiled 
a straightforward procedure which is particularly designed to detect 
the carcinogenic type of polynuclear. Nearly all of the U. S. P. o1 


N. F. mineral oils which we have tested by the new procedure meet 
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the requirements of the new test. We have not identified any carcino 


gen in the few that failed but rather an interfering antioxidant. 


I might add that we have recent evidence that a similar approach 
may be successful for the same purpose in the paraffin waxes. We are 
quite enthused with these evolving laboratory techniques which can 


be used as realistic guards against harmful polynuclears 


Food Packaging Materials 


\s most of you know, one of our most perplexing problems has 
been the incidental additives from food packaging materials In 
genious approaches have been recommended and studied both by 
industry and by the food additives branch. Without belaboring the 
many details of simulating food solvents, exaggerated temperature con 
ditions, the multicomponent formulations, etc., the final parameter 
which appears practical and meaningful to the scientist for evaluating 
food quality packaging is an end extractability test of the finished 
packaging material. Many petition requests have been received in 
which different techniques and different equipment had been used for 
developing extractability data. Under such circumstances, it is ex 
tremely difficult to establish a uniform and acceptable hmiutation 
Industry was so keenly aware of this problem that a new committes 
vas established in the American society Tor Testing Materials ex 
pressly for the purpose of developing a uniform extractability 
applicable to flexible packaging materials. The ASTM requested ac 
visory participation by the FDA, and the division of food has cooper 
ated in i Recently, the food additives branch developed a 


simple extractability which appears to meet tl 


problem. Both the ASTM group and our own laborat 


~ 


" 


encouraged by the simplicity and the potential of thi 
rently, the ASTM committee ts testing the accura 


when applied to vario lastic and paper packagi 


In the allotted time | have been able to discuss the functions 
the division of food only brietly You may have 
thread of research methodology runs throughout the fabric of our 
activities. I am sure that this audience is aware of robust trend 
toward more highly sensitive methodology. Often in the recent past 
this trend has been stimulated by sections of the scientific community 
not associated with foods. It is a truism today that as man reaches 


for the moon or for higher food production he finds his attempts for 
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greater technological advances tied to the development of ultrasensi 
tive methods or tools of high precision. Further, it is axiomatic that 
the scientist in the food area will adapt and apply the newer instru 
mentation and techniques 

The new valid facts thus developed will give us al! a better in 
sight into our environment and the food supplies derived therefrom 
Ignorance may be blissful but also shortlived. With more knowledge 


~ 
] 


I am certain that wise and practical decisions can be made which wil 


give us even greater pride and assurance in the purity and wholesome 


ness of our foods [The End] 
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The Analysis of Drugs 


By DR. FRANK H. WILEY 


Dr. Wiley Is the Director of the Division of Pharmaceutical 
Chemistry, Bureau of Biological and Physical Sciences of the FDA. 
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whole plant, or a crude extract thereof, we have now isolated and 
purified many of the active principles. With drugs of this type avai 
able, the physician can administer medicinals with a greater degree of 
confidence and precision 

Twenty-five years ago, the pharmaceutical and medical professions 
were pointing with pride to the advances made in the preceding two 
decades. They had produced hormone preparations like epinephrine 
insulin and the sex hormones with which they could treat many condi 
tions. A number of analgesics had been developed to alleviate pain 
Serums, vaccines and antitoxins had been developed to immunize 
against diseases of various types or for the treatment of those condi 
tions if they were contracted. Their pride in their achievements is 
understandable. We are still using many of the products they de 
veloped but in much improved forms and with greater confidence in the 
results to be achieved. But all of this is probably prologue. In 1985, 
our successors may marvel that the human race was able to survive 
with nothing but sulfa-drugs, antibiotics, hormones and syntheti 


medicinals to aid them in their fight against disease 


New Procedures for Drug Analysis 


Our progress in the production of new drugs has been equaled 


by the development of new procedures for their analysis. The routine 
cal procedures of today would have been deemed impossible 
pharmaceutical chemists of the thirties. The devel 

let spectrophotometers, polarographs 
c., has given the analytical chemist 
iccurate measurements with milligram 
material. But here we come face to face 


ical problems 
cal problen 


ttion of these analytical tools, we are measuring 


ne chemical or physical property of the substance 


relate the data obtained to the 

’ ompound to be determined. These chemical 
hy sical pre I ‘not always specif for a single chemical 

ly, other substar with similar chemical configurations will 
exhibit the same imilar properties. Thus, the results of the analyti 
il measureme! nay represent the combined effect of two or more 
substances. For the results to be completely reliable, the analyst 


} 


must know that substances which could interfere with the determina 


tion are not present in the preparation under examination 
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A number of procedures are available for acquiring this informa 
tion. One or more identification tests, as required, can be developed 
to show that the product contains the substance declared on the label 


Tests can be developed to limit the amount of similar compounds 


which will be permitted. The development of paper, column and vapor 
phase chromatographic techniques has permitted the chemist in many 


instances to separate the material in which he is interested in a pure 


form before he applies the technique for its final estimation. Unfor- 


tunately, the application of these procedures to identify the drug, to 


indicate its degree of purity and to isolate it so that its concentration 


can be determined with accuracy usually takes far more analytical 
time than the final determination of the amount present 


Here we encounter our second major problem in the development 
of methods for drug analysis; namely, the compromise between the 
ideal and the practical. Usually the attitude of the analyst, in this 
respect, is colored by his own peculiar needs. There has been a 
tendency for the control chemist in the manufacturing plant to adopt 
highly simplified methods for the control of production. This prob 
ably is the result of constant and understandable pressur 

exerted to cut the co of operation. Since he has 


information other than that obtained in the assav 


' 


; 


product, I agree that considerable simplification of analytical controls 


can be effected without sacrificing safety. For instance, the 
chemist knows the purity of the basic drug which was used 
+} 


the nature and purity of ¢ ‘rt ingredients in the 


he can assure himself that none of the inert materials 
with the determination of the drug by a simplified procedure 


On the other hand, the enforcement chemist must rely entirely 
on the results of his ilvsis of the finished product. Not having the 
knowledge of the nature of the components used in making the phat 
maceutical nor information on the purity of these starting materials, he 
must use analytical procedures which give him accurate information 
on the amount of the drug present and assure him that the values 
obtained have not been influenced in any way by the presence of other 
substances in the formulation 

\s you may have surmised, the development of analytical tests 
and assays for basic drugs does not represent too great a problem it 
most cases. Here we are dealing with relatively pure chemicals and 
usually our needs can be satisfied with identity tests, to safeguard 
us against labe ling errors, and ar assay and tests to indicate the exact 
735 
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purity of the drug. Occasionally, when the conditions of manufacture 


make it possible for related compounds to be present, we need specifi 
tests to limit the amounts of these impurities 


However, when these basic drugs are used in making tablets 


solutions, syrups, suspensions, etc., where they are mixed with a 


inert materials to make the finished product more stable 


variety of 


usable or palatable, we then complicate the analytical problem. These 
complications reach their ultimate degree when the analyst does not 


] 


s Sec 


know the nz al 


ft the Food and Drugs \ct, the United 
States Pharmacopoeia at the National Formulary were primarily 
compilations of 1 rmation on drugs which were useful to pharma 
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to give them the reasons for our conclusion and aid 
better procedures or more realistic standards. 

\s indicated previously, I am not concerned when the control 
laboratory of a manufacturing plant adopts a method of assay which 


is less exacting than the official procedure. If the control chemist has 


} 


additional information and his knowledge of the manufacturing 
operations assure him that a satisfactory analysis by a simplified 


technique will guarantee a legal product, he is justified in effecting 
this saving of time. However, when he insists that this simplified 


method of analysis is al uitable as a part of a legal standard, I then 


liyal ' 


become concerned ‘he decision to charge an individual or a firm oO! 


law cannot be made lis 


ommitting a violatior 
be based on information whose accuracy is of the hig 


member of one of the committees recently asked me 


criterion for the bilitv of a method of assay tor 


replied that it should be the best pr cedure we 
g When we consider the seriousness of the 
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iv result from its applicat 


course we 
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new comb 
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Report from the Division of 


Pharmacology 


By JAMES R. CRIBBETT 


Mr. Cribbett Is Assistant to the Director of the Division of 
Pharmacology of the Bureau of Biological and Physical Sciences 
of the FDA. In This Speech, He Reviews the Work of the FDA in 
Measuring the Contamination of Food from Radioactive Fallout. 


ITH THE DUST of the recent Russian atomic tests settling on 

this nation and the rest of the world, it may be useful to review 
the work of the Food and Drug Administration in measuring the 
contamination of our food supply by this man-made radioactivity 
The technical guidance of these investigations is centered in the 
division of pharmacology under the direction of Dr. Edwin P. Laug, 
chief of our radioactivity branch. To Dr. A. J. Lehman, director of 
the division, goes credit for recognizing, in 1949, the future importanc« 
of this work and for initiating training of one of his staff members at 
Oak Ridge. A first, our efforts were directed toward the development 
of civil defense capabilities. In 1951, training of our own people for 
defense against radioactive contamination from nuclear warfare was 
begun by the Bureau of Field Administration, and civil defense schools 
were organized under the leadership of Mr. W. B. Rankin. At that 
stage, ten years ago, we were faced with the problem of coping with 
the wholesale and massive contamination of our food and drugs that 
could result from nuclear attack. The contamination resulting from 


a few tests of small bombs was then so slight that we could ignore it 


But the tests continued And the bombs grew larger. In 1954, 
came the awesome test in a remote area of the Pacific of our first 
hydrogen bomb, “Operation Castle.” And with it came the incident 
of the Japanese fishing boat, “The Lucky Dragon.” Ash from that 
explosion fell on the fishermen and on their catch of tuna. We began 
an immediate program of monitoring at the ports of entry all tuna and 


other fish caught in the Pacifi Our instruments at that time were 
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designed for use in civil defense, but they did prove to be useful for 
monitoring. During the months of surveillance which followed, only 
two or three fish showed evidence of fallout. Subsequent analyses by 
the Atomic Energy Commission revealed that the contamination was 
of a very low level and confirmed our conclusion that our supply of 


fish from the Pacific was suitable for food. 


Atomic Testing Necessitates Investigation 

We in Health, Education and Welfare and scientists throughout 
the world had by that time realized that continuation of atomic tests 
would call for investigation of the extent of man-made radioactivity 
in our food supply and its effect upon our health. In 1957 the divisior 
of pharmacology began examination of foods for total beta activity 
Each of the radioactive elements has a characteristic type of emana 
tion. For our purposes we can confine our attention to the two general 
classes of beta and gamma radiation. Their eftect on the body ts the 
same, but different types of instruments are needed to measure them 

From our studies of total beta radiation we have been able to 
identify those foods which will be of primary concern should fallout 
radioactivity rise markedly above the current figures. These are the 
leafy vegetables, the forage crops such as alfalfa and hay, oysters 
clams, tea and dairy products. The greater contamination of the leafy 
vegetables and of forage seems to be related to their great surface 
area as compared with their weight. This observation leads to the 
deduction that, at present, contamination of crops results more from 
the direct raining down of the particles in the air than from absory 


of the fallout alread) posited on the ground 


The fact that a large part of the man-made radioactivity 
is present on the surface of food accounts for our finding that 
mercial proce of washing, peeling, etc. of vegetables in preparati 
for canning or 1 ing reduced the contamination by about 50 per 


cent vefore and after” tests on tomatoes spinac h and 


the like ; the basis for this fgure. The activity in flour is reduced 
to one o one-tenth of that of the wheat from which it is milled 
In the case of tea, about 80 per cent of the activity remains in he 
leave Sw hen { *tea 1s brewed 


We have found low levels of contamination in fruits. meat. p 


| ul 


try, eggs, tomatoes and root crops such as potatoes and carrots 


\lthough total beta analyses enable us to make usable estimates of 


specific and important elements such as cesium-137 and strontium-90, 
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more precise values are obtained with other instruments and tech 
niques. Our division now uses the gamma spectrometer which en 
ables us to make direct measurements of iodine-131 and cesium-137 
without preliminary processing of the material. But for strontium-90, 
figures can be obtained only by preparation of the sample with pains 
taking chemical procedures. At present, strontium-90 analyses re 
quire two or three weeks, and we do not have any significant reduction 
of this time within sight. Our interest in strontium-90 comes from 
the fact that it is deposited in bone and because its activity 1s reduced 
only by half in the course of 27 years. It is therefore essential that 
we keep the strontium-90 content of our food within levels which 
| 


scientific judgment considers acceptable 


Scientific Opinion of Radiation Effects 

[ stress the word “judgment” because we do not hi 

knowledge of the effect on our bodies of extremely small amounts of 

added radioactivity ientific opinion, however, 1s that radiati 

an adverse ette natter how small it is and even whet 
measure tte This assumption is used by 
arriving at a judgment, 

did not begi 

this planet, we 

and to radioactivity 

Even our food and 


t amount of the naturally 


The chairman is the 
members are the 

; i 
hairman of the 
‘fore the council could 
amount of ‘background’ 


ll amount of radia 


sma 

lout, can be judged 

answer to this ques 

‘lements iodit ¢ 131, 

tium-90. Three level activity were given 
taken was outlined 


which an individual 


al d Sas vl during 


al year From 


y 
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this it follows that the Federal Radiation Council guidelines are 

specific tolerances relating to the specific radioactive content of 

individual lot of a specific food (whether a truckload of apples or an 
elevator full of wheat). Figures which would be applied to these must 
be developed in the context of the amount of radioactivity which the 
population may be expected to receive from all other sources during 
a year’s time. We have not yet issued regulations setting specifi 
tolerances for radioactivity in food because at the relatively low levels 
of contamination thus far encountered, the Federal Radiation Council 
guidelines are sufficient. However, if it should become necessary, we 


establish formal tolerances under the Food, Drug and Cosmeti 


Strontium-90 Content in Average Diet 
We have recently investigated the strontium-90 content 
diet in the Washington, D. C. area. Foods representing 
19-year-old boy were purchased in May and again 
year from representat retailers. The foods which requ 
tion were cooked 1 The beverages 
‘ll as water From 


stimate ‘adult dietary intake of strontium 


11 pieocuries a day (The picocurie is also 


micromicrocurie ) his is well within the range of 
recently published by the Federal Radiation Counci 

We have now completed radioat tivity analy ses ot 
samples of a wide range of foods. In carrying out 
division of pharmacology is indebted to the bureau of field admin 
istration and to our district offices for the collection of the samples and 
the preliminary processing of most of them. We are 
the collaboration of the bureau of program planni 
organizing the surveys Ten of our district 
equipped for total beta and strontium-90 analyses 
to increase the scope of our surveillance 

Public interest in the healthfulness of our milk supply 
during the Russian tests of last month. Fallout from those tests 
sulted in an increase in the 1todine-131 content of milk in some 
of the country. In commenting on this, a joint statement by the 


and Drug Administration and the Public Health Service said 


21 
ne-idi 
| 
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under the Food, Drug and Cosmetic Act to seize interstate supplies of milk and 


tther foods showing high radioactivity State and local health officers have 


1 


similar authority to deal with foods and milk not in interstate commerce. How 


ever, such actions are not in prosp in view of the levels of activity currently, 


being found 
I am glad to report that continued surveillance by FDA and 
PHS during November shows no reason for concern. 


To turn now to another part of the activities of the division of 
pharmacology. The Food Additives Amendment has greatly increased 
the volume of our work, as it has that of the food and packaging 
industries Persons with food additive problems frequently find it 
advantageous to confer with our division on the type and extent of 
data required to establish that the additive can be used safely. These 
conferences are also valuable to us, because our visitors can describe 

| 


the technology of their industries and Vive us a clear picture of how 


&. 


and why the additive is to be used 


Since it is not uncommon for Dr. Lehman to have three or four 
of these conferences in a single day, let me make some suggestions on 
how a conference can be arranged to the greatest benefit of you and 
of our division 
ion of the 


(1) Our visitors can present well-organized discussi 


} 


1 


technology of the problem and the reason for use of the additive; a 
clear description of the chemical nature of the additive; a summary 
of the pharmacological data available ; and information on the amount 


of additive which will become a component of food 


It is helpful to us (but not essential) to receive a summary 
ints about a week before the conference \ summary has 
‘atest value when it consists of just a few pages. Unfortunately, 
* time to review voluminous data either preceding a con 
ring it. The detailed support of the points in the sum 
an be reserved for the food additive petition itself 
The conference should normally take no longer than an hour 
While exception to this rule can be made when the subject is of 
industry-wide impact, we generally have to request this limitation in 
order to make time available to others who seek our views 
(4) When the additive is a mixture or a product formed by chem 
ical reaction of a number of materials, we need a precise chemical 
description of the final additive. We are conversant with the chemi 
cal composition of some of the trade-named articles which are widely 


~ 


used in the container and packaging industries. But we do not know 
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the composition of many other articles sold under trade names. If 
the supplier hesitates to reveal the chemical identity to you, he may 
still be willing to disclose it in confidence to us. Obviously, if this 
procedure is necessary, it should be completed before the conference 
is held. Some of our conferences have ended on an inconclusive note 
simply because the person who proposed the use of the additive had 
no information whatsoever on its chemical nature. 


] 


(5) Our primary function is to discuss the pharmacological and 


safety data for the additive. When questions are raised about FDA’s 


administrative policy, we are glad to answer them when the policy 
on the subject is well established. When questions require new policy 
decisions, or touch on differing interpretations of the amendment or 
its regulations, we believe our visitors should consult the food addi 
tives group of the Commissioner’s office 

With some assistance from you in supplying relevant information 
on proposed additives, we can more readily undertake consideration 


of new problems [The End] 


HEW RELEASE 
Admin ation caut 


+} 


Commentu company’s 


FDA’s Bureau of Enforcement, sai 
While this matter is pending it wouk 
inderstanding of the natu ot the Government's 
in widespread violation of the law by sales personnel.” 
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Bacteriology and Microscopy 


By DR. GLENN G. SLOCUM 


Dr. Slocum Is Director of the Division of Microbiology of 
the Bureau of Biological and Physical Sciences of the FDA. 


} IS UNDOUBTEDLY TRUE that the food and drug supply in 
the United States is the safest and purest in the entire world and 
throughout history This statement represents a real tribute to the 
food and drug industries and regulatory officials alike and to the 
progress made through their combined efforts. Obviously, many 
problems remain to be if we are to continue this progress and 


1 


new problems arise as technological advances and changes occur 
food and drug production and distribution. This discussion deals 
with some of the microbiological problems with which we are presently 

concerned 

Water and milk have become virtually insignificant as a source ot 
human illness. Advances i nological research and in the devel 
opment and application of control techniques have eliminated the 
water and milk formerly presented 
ecreased similarly but appears to have 
wr, perhaps, to have increased slightly 
ades. Each vear, some 200 to 300 out 


12 thousand individual cases 


Incomplete Reporting 
dicate that investigation and report 

| incomplete For example, one 
nd some five or six states nearly two 

thirds, of all of the outbreaks and cases officially recorded Nearly halt 
of the ate po an ge of less than one outbreak a vear, while 
few citie eport outbreaks. Obviously, such unequal distri 
bution z. “ Isoning cannot represent the true state ot 


affairs 


PAGE 744 OOD DRUG COSMETIC LAW TOURNAL—DECEMBER, 196] 





The incidence of food-borne disease must be many-fold the levels 


reported. Several scientists working in this area have estima 
probable incidence to be on the order of 300,000 to 1 million ca 
year. The problem then is quite formidable and represents 
challenge to industry an at othicials since food pois 


be regarded as preven 


Interstate fe ods |] t no beer implicated frequer t! 


t 


ot food-borne disease. Neverthelk ss, experience of 

removed any complacency we may have had reg: 

tood products. Three dried food products were im 

breaks of salmonellosis in children or in hospitalized 
; utbreak was largely fortuitous and ea 

detection. Substantial out! ks of typhoid fever 

and Salmonella reading infections throughout the cour 

1957 had the ch iracteristics of common 

the sources could not be discovered in 

Vv state and federal of ial Recet 

commercial hollandaise 


s Imonellosis in ( ‘alifort 


We believe, also, that it i uficant that 
stics show a seven-fold it ase In proven 
ween 1948 and 1956 om | in 1,000 t 

The source of infection in the maiority of 
ablished Many al oritie veheve that most 
food-borne. Evidence continu to accumulate th; 

uch more prev: 


Isms 


more extensively and thorou;s hly the ba teriology 


product by 


— ss 
g home 

Staphylococcal intoxications., caused by toxin preform 
during growth of certain staphylococci, remain the majo 
food poisoning in the United States. While interstate foods 
often been implicated in staphylococcal food poisoning, again rece 
experiences with outbreaks involving dried milk and both domesti 
and imported cheeses have pointed up the need for research in this 
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area. In addition to basic research on development of methods to 
detect food poisoning staphylococci and the toxin directly in food 
products, the division is engaged in a nation-wide study of the num 
bers and types of staphylococci in manufacturing milk to serve as a 
basis for further control efforts. 

Two new micro-organisms have been added to the list of food 
poisoning agents, and one, Clostridium perfringens, have been imph 
cated in a few outbreaks in this country. We believe this organism 1s 
responsible for many outbreaks and plan to search for Clostridium 
perfringens and another anaerobic bacteria in our food supply as a 


potential measure of safety and sanitary quality. 


New Facets of Old Problems 


Two outbreaks of botulism within the past year or two illustrate 
newer facets of old problems with which we must be concerned 
Commercially canned products have been virtually eliminated as a 
source of botulism, but the recent outbreaks have involved frozen 
ind refrigerated foods. Two frozen chicken pot pies baked and left 
inadvertently in a warm oven overnight, were warmed and tasted by 


two persons the following day. Although the pies were recognized 


to be spoiled upon the first taste, both individuals developed typical 


symptoms of botulism but, fortunately, recovered. In the second 
outbreak, the victims were not so fortunate; two died. This outbreak 
was caused by Clostridium botulinum type E in smoked fish packed 
under vacuum in plastic bags. We demonstrated experimentally that 
the org 


i « 


inism produced toxin in smoked fish held with or without a 
vacuum for five days at 50° F but failed to do so at 40° F in 30 day 
However, a recent report of toxin formation by this organism at 38° F 
iufter slightly longer holding periods causes real concern regarding 
the safety of refrigerated foods in which the storage life is greatly 
extended by newer packaging methods or preservatives which inhibit 
surface spoilage or alter conditions so that normal indices of spoilage 
ire not 

Oysters and clams from polluted waters have been incriminated 
this year in the transmission of infectious hepatitis. The current high 
incidence of this disease directs attention to the possibility that foods 
may serve as a vehicle for the spread of hepatitis and other enteri 
viruses through insanitary practices which permit fecal pollution 
Indeed, two local outbreaks of infectious hepatitis have been traced 
to infected food handlers by health authorities during the past few 


months 
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To a large extent, the food sanitation programs of FDA have 
employed visual inspection methods and microscopic analytical tech 
niques which reflect the physical cleanliness of foods and factories 
These procedures will continue to be important in our programs and, 
in fact, need to be extended to keep abreast of changes in raw material 
control and in food processing technology. Although such methods 


have resulted in marked improvement in food plant sanitation, they 


cannot assure the bacteriological cleanliness of processing operations 


ty 


or of food products. The shift to increased production 
prepared foods, often in large interstate plants, makes it 
that we judge the safety and sanitary quality of food producti 
and more upon a bacteriological basis 

Since the numbers and types of micro-organisms in food 
vary widely with variations in raw materials, processin; 
and sanitary conditions and practices, thorough and competet 
ological studies in each food plant are essential to detect and elim 
sources of contamination and to permit interpretation of the fi 
on finished products. Modest increases in the staff 
and the addition of bacteriologists in several of the fiel 
permitted a beginning in our program of bacteriological 


of food plant sanitation 


Ultimately, emphasis by industry and regulatory 
bacteriological control of food production should be 


in reducing the risk of food-borne disease 


Microscopy Serves as Important Tool 
\s previously indicated, microscopy continues t 


important and unique tool for measuring many forms of con 


decomposition and insanitation in food products and establishments 
\pplication of these methods by regulatory agencies and industry i 
conjunction with sanitary inspections, has resulted in substantial 
improvement in the cleanliness of food plants and products. Many 
problems remain. We still compete with insects and rodents for out 
food supply (in the field, in storage and in processing plants) and 
must be eternally vigilant against food contamination resulting from 
their activities 


With our current staff and facilities it is difficult to keep up with 
problems arising in connection with many commodities, new and old 


with improvements in raw materials control and with changes in 
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processing technology which may affect the microscopical findings 


and interpretations 


Specific identification of ingredients and contaminants of food 
and drug products requires considerable attention. For example, the 
identification of an insect species by examination of the insect parts 
in a food often indicates the point of infestation in the field, in storage 
or in an insanitary plant. We are also currently concerned with the 
detection and identification of Crotalaria tissues in cereal and seed 


meals contaminated with the toxic Crotalaria seeds 


Probably the foremost application of microscopy in current 


enforces ment activities 1s to provide proof of the interstate origin of 


prescription drugs sold illegally and to identify counterfeit drugs 


Microscopic, physical and ballistic types of tests have proven quite 
effective in identifying the manufacturing source of such drugs 


1 


Further applicatio microscopy in enforcement activities are 


limited only by available m: wel [The End] 
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Citizens Advisory Committee 


By DR. GEORGE Y. HARVEY 


This Address Was Presented at the Food Law Institute 
Dinner at the FDA-FLI Conference. Dr. Harvey Is the 
Chairman of the Second Citizens Advisory Committee 


| AST WEI 
4 tir which 


} 
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No significant statement can be made until the Committee has 


done a thorough job and the fine able people with whom it is my 
honor to associate have had an opportunity to reach some judgment 
in common—a balanced judgment reflecting the various points of view 
and the philosophical backgrounds of this carefully selected cross 


section of American life. It is my hope that we can avoid any hurried 


approach that might result in faulty judgment. 


The Committee has gone to work and is attempting to do a worth 
this Committee with any mental 


while job. Not one of us went on 
We are not going to hurry and in 


on or purpose of evasion. 
the light of this whole situation it seems appropriate to quote that 
most quotable of all modern 
an adjournment drive on the floor of the Senate 


reservati 
Americans, Alben Barkley, who said, 


when sorely pressed in 
late one night: “O, tempore ; O, mores; oh hell.” 


Truly, it would be unseemly of me to attempt to discuss the pro 
jected study of the Advisory Committee in other than broad outlines 
and an introduction of myself to you by way of expression of a few of 
my own guiding principles. Call them prejudices if you like. 

Hobby appointed a Citizens Advisory 


to make a study of the Food and Drug Administration, 


¢ 


Ix years ago, secretary 
Committee 
and its members did 


i it 
Before and Sil Cc that time, 


a very excellent job. Their report has been most 
useful I there have been a number of other 
studies and surveys by other groups and-agencies both for general and 
surveys have been so numerous that the only 


special purposes These 


comment of a friend of mine, when he learned the purpose of my recent 


sits to Washingtor Vals “You too 


finding the cause of the fire and it is in this 


can render useful service by probing 


mmittee 


ors. The Food and Drug Administration has 
than the ordinary run of controversy for 
bilized atmosphere is desirable and it will 


can contribute toward it in some measur 


to the Committee will be the efforts 


‘al concern te 
to keep industry and the general public fully 


informed of the and operations under it 


The former Citizens Committee found “the existing organization 
of the | DA i 1 adequate number and talent to develop and direct 
m and methods of education of the general public and in 


the progra 
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dustry.” Efforts have been made to correct this situation 
present Committee will attempt to learn how effective these 
have been. 


} 
l 


| approach the subject with the impression that mu 
remains to be put to the plow. It is not an easy task and | 
pect that any committee study can produce a detailed oper 
guaranteeing results. Too much depends on administrative 
available talents, et lLet me express a personal view here or 
zation. Organizations are easy to plan and organization « 
fairly simple to prepare. But, that is only the beginning 
facade. The remainder is people and it is in the selecti 
that the major responsibility for success or failure of ar 

The kind of education most needed appears to 


earth, matter-of-fact understanding with industry just 
general growth of knowledge on the part of the publ 


and responsibility of the Food and Drug Administrati 


Probably a higher development of understanding 
toward avoiding the recurring controversy which has 
the recent past 


It cannot too forcefully be said also that this burdet 


that of the government The segments of American 
which the FDA is 1 ( int contact must extend a 


There are ma igh technical scientific problems 


the administration of the food and drug laws, but 

Drug Administration has a great deal in comm 
branches of the government, and these in turn 

new developments in the ocial and economic life 

acute social and economic problems tend to become 

In the last few decade ial and economic problems have 
a plethora of political issues with which we have had no ex 
Most of these problems are not peculiar to the United States 
tainly the political traditions of the United States furnish 
background in the world for handling them. Our system 


directly responsive and responsible to the people 


It is staggering to note all the changes in the wav of life that have 


occurred in this century. It is almost safe to say that we have made 


as much progress this century as was made by man in all his prior 
history. Change has been very rapid in all fields. Education has felt 
it and has experien ed real ditty ulty mn keeping up \ few davs ago 


~ 
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I 


a group of us in the faculty were discussing the development of a new 


university program and somebody remarked that most of those 


present are teaching courses not even included in a college curriculum 
40 years ago. As a matter of fact, the only man present whose curren 
course offering antedated 1925 teaches Roman history, and he was 
there because he is the dean 
Bringing all of this down to the Food and Drug Admiunistratior 
the first Federa and Drugs Act was enacted one year before | 
regard myself as competing for Methuselah’s 
by the Food Law Institute. Fifty-five 
Your profession, as a specialty, is 
f general laws u 
most of the othe 
ention. “Too mar 


brush aside 


principles long 
istration built up over 
history must serve as the 


system and legal systen 
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\W hat vere once purely 


local problems now take on a 


significance. Not too many vears ago it became necessary to meet a 
- ~ 7 


public clamor for regulation of weights and measures. This was 


local retail problem and became the natural responsibility of 
government authority But now prepackaging of commodities 
move in interstate commerce out of reach of the local arm o 
has called forth a public demand for increased fedet 
\ttention has bee: practices which seem to 
pose ol Calin urcha and in such tashior 

helpless mer an ¢ 


~ 


much car 


where the 


purchaser 


purch:; 


responsibilities 


it that 
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that probably many people engaged in business have failed to grasp 
the significance of longevity of a corporation. The stock in trade of 


any business dealing with the public is 90 per cent reputation. 


A cigarette manufacturer 35 years ago advertised his product with 
the slogan “Not a cough in a carload.” Finally so many cigarette 
makers got in the medical act that the same manufacturer advertised 


“Just a good smoke. We are tobacco men not medicine men.’ 


Producers of foods and drugs are not peddling cigarettes and owe 
the public just a little more responsible attitude. On the one hand the 
public is entitled to it and on the other hand, if their ears are as keenly 
attuned to the jingle of the cash register as they should be, ethical 


businessmen can't afford less 


Recently, evidences of the fast buck approach have been found in 
the food markets. I speak from experience here. I am the family 
buyer. Haggling is mv recreation. Otherwise, my bank account 


would be larger and mv junk pile smaller 


Tactics of thi ind tend to encourage consumers to buy “Brand 

X.” Why pay the big advertising bill if the name is meaningless? 
rand X is like the Missouri mule. He has no pride of ancestry and 
hope of posterity, and can only assure his next bucket of oats by 


| ng the load 


[ have never found it easy to advocate extension of governmental 
regulation of the life of man, whether in the conduct of his business 
with the public or his purely personal affairs. Certainly, though, here 


is a field of law and governmental administration vital to the welfare 


of the nati and from time to time modernizing changes must be 


g 
must look, however, to the administration of current 

and determine to what extent necessary goa an be achieved 

n them 

We have talked much in America about our government of laws 


ot of men but have failed to recognize that laws are not self 


ing or self-administering. That takes people and people make 


1 


o we will always have some problems no matter how good 

our laws It 1s mmon pra tice to start the hue and crv for a new 
thout looking first for other remedy 

[ would not have accepted this appointment had I not firmly be 

lheved on the basi of ng years of asso latiol that the Food and 


Drug Administration is sound at heart. It is an agency through which 


a high order of | valty flows; loyalty to the cause—and to its members 


24 FOOD DRUG COSMETIC LAW JOURNAL—DECEMBER, 196] 





it is a cause—to which they have been dedicated. They have made 
mistakes, of course, and they will make more, but few unworthy ones 
have been found in their midst. New conditions and new products 
have fallen like an avalanche upon them. They have had real dith 
culty in keeping abreast of their responsibilities both in technological 
methods and in handling the vastly increased volume of business ove 


which naturally they have no control. 


On the other hand, I would have been just as reluctant if | 


thought that American business was generally characterized by the 


t 


few scoundrels that come to light now and then. This country 
made up of good solid folks and it is a pleasure to be able to work 
this kind of an assignment with some of the best from both govern 
ment and business 


The road m: De a little re ugher at one tl * that nother | 


every generation h had its problems. Ours 
speed with which we have not vet learned to cope 
show pitchman never had it so good until television 
this too shall pass away 


I he 


Obviously it is in the interest of the consuming public and 
ethical business community alike to assist the Food and Drug Ad 
ministration in rendering the vital service which the public throug! 


enactment of law in the American way has required of it 
You are going to hear very little about the Advisory ¢ 
for the next several months. Headlines serve their purpose 


is not a headline-making 1} For the most part it 
We have available to the services of a highly competent manage 
ment consulting firm \mong the members of the Committee 


varied talents and capabilities and sources of expert advice 


counsel. When we report to Secretary Ribicoff next spring 
I 


that it will be with a high degree of agreement; that we wi 
to make objective realist suggestions, developed in a trien 
phere, and presented in such form as to serve the 
through a better understanding between business 


To these el ds | shall Cl ny carne St elttort [The End] 
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